TH'S OPI NI ON WAS NOT WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered today (1) was
not witten for publication in a law journal and (2) is not
bi ndi ng precedent of the Board.
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KRATZ, Adnministrative Patent Judge.

DECI SI ON ON APPEAL

This is a decision on appeal fromthe exam ner’s final
rejection of clainms 13 through 15, which are all of the clains

pending in this application.

! Application for patent filed July 10, 1992.
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BACKGROUND

The appellants’ invention relates to an apparatus for
provi ding a bl ood conponent product. According to appellants,
t he bl ood conponent yield, such as the nunber of platelets,
nmust be determ ned wth respect to a particular collection and
associated therewith to obtain a useful blood conmponent
product (brief, page 4). An understanding of the invention
can be derived froma reading of exenplary claim 13 which is
repr oduced bel ow.

13. A systemfor providing a blood conponent product
having a determ ned yield pursuant to at |east one on-line

yield determ nation techni que, conprising:

means for harvesting a plurality of a predeterm ned type
of a bl ood conponent from a source of bl ood;

first nmeans for providing a first set of predeterm ned
information relating to said source of bl ood;

second neans for providing a second set of predeterm ned
information relating to said neans for harvesting;

third neans for generating a predicted yield val ue based
upon said first and second sets of predeterm ned information,
said third neans conprising said at |east one on-line yield
determ nation techni que;

fourth means for providing a first calibration factor
based upon said third neans in relation to a predeterm ned
off-line yield determ nation technique, said predeterm ned
off-line yield determ nation techni que allow ng for
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determ ning an off-line nmeasured yield value of said harvested
bl ood conponents;

fifth nmeans for generating said determ ned yield, said
fifth neans utilizing at least in part an application of said
first calibration factor to said predicted yield value; and

si xth means for packagi ng said harvested bl ood conponents

and associating said determned yield therewith to provide
sai d bl ood conponent product.

REJECTI ON
Clains 13-15 stand rejected under 35 U.S.C. 8§ 112, first
par agr aph, on the ground that the specification is non-

enabl i ng.

OPI NI ON
We have carefully considered all of the argunents
advanced by appellants and the exam ner and agree with the
appel lants that the aforenentioned rejection is not well
founded. In our view, the exam ner has failed to carry his

initial burden of establishing a prina facie case of non-

enabl ement based on the present record. Accordingly, the

above-noted rejection cannot be sustai ned.
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The exam ner attacks the sufficiency of appellants’
specification urging, for exanple, that the specification does
not adequately describe “how the predeterm ned information is
used in the on-line yield determ nation technique to obtain a
predicted yield” (answer, page 4); and the clainms do not
specify the type of information selected with regard to the
claim13 Iimtation of a “first neans for providing a first

set of predetermned information...” (answer, page 4).

Mor eover, the exam ner chall enges the adequacy of the

di scl osure asserting that the specification does not explain
how to use the mat hemati cal equations disclosed therein for
obtaining a yield determ nation (answer, page 5). According
to the exam ner, the disclosure | eaves many unanswered
guestions regarding the cl ai med appar at us. Appel | ant s
argue that an enabling disclosure of the clainmed systemfor
provi di ng a bl ood conponent product wi thin the neaning of 35
US C 8§ 112, first paragraph, has been furnished (brief,
pages 13-32), that the exam ner appears to be requiring that

the “clainms thensel ves nust be enabling” (reply brief, page 2)

and that the exam ner’s reasoning and concl usi ons regardi ng
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t he specification teachings and support for the clained
subject matter are in error (reply brief, pages 2-13).
Wth respect to enabl enent, the predecessor of our

appel l ate reviewing court stated in In re Marzocchi, 439 F.2d

220, 223-24, 169 USPQ 367, 369-70 (CCPA 1971):

[ A] specification disclosure which contains a
teachi ng of the manner and process of making and
using the invention in terns which correspond in
scope to those used in describing and defining the
subj ect matter sought to be patented nust be taken
as in conpliance with the enabling requirenent of
the first paragraph of 8 112 unless there is reason
to doubt the objective truth of the statenents
cont ai ned therein which nust be relied on for
enabl i ng support.

it 1s incunmbent upon the Patent Ofi ce,
whenever a rejection on this basis is made, to
explain why it doubts the truth or accuracy of any
statenment in a supporting disclosure and to back up
assertions of its own with acceptabl e evidence or
reasoni ng which is inconsistent with the contested
statement. O herw se, there would be no need for
the applicant to go to the trouble and expense of
supporting his presunptively accurate disclosure.

In addition, an analysis of whether the clains under
appeal are supported by an enabling disclosure requires a
determ nati on of whether one skilled in the art could make and

use the clainmed invention fromthe disclosure coupled with

5
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informati on known in the art w thout undue experinentation.

See United States v. Telectronics, Inc., 857 F.2d 778, 785, 8

UsPQ2d 1217, 1223 (Fed. Cir. 1988), cert. denied, 109 S. C

1954 (1989); In re Stephens, 529 F.2d 1343, 1345, 188 USPQ

659, 661 (CCPA 1976).

Here, even if we agreed with all of the exam ner's
criticisns of the specification (which we do not for reasons
as generally presented in the appellants' brief and reply
brief), the exam ner’s analysis would fall short of presenting
a prima facie case of a non-enabling disclosure since the
exam ner did not supply any convincing evidence or reasoning
whi ch woul d cause
doubt about the accuracy of appellants’ disclosure so as to
support a | egal conclusion that undue experinmentation is
required to practice the invention as clained. See In re
Wands, 858 F.2d 731, 736-37, 8 USP@d 1400, 1404 (Fed. Cr
1988) .

Mor eover, we observe that the exam ner has not
convi nci ngly explained how the criticisnms and questions

regardi ng the specification that the exam ner has set forth in
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t he answer woul d support the notion that undue experinentation
woul d have been required to practice the invention clained
herein. Indeed, we agree with appellants (brief, pages 13-32
and reply brief, pages 2-13) that the exam ner has not even
fairly represented the teachings of the specification
regardi ng the clained systemfor providing a bl ood conponent
pr oduct .

Accordingly, in our view, the exam ner has not carried
his initial burden of setting forth evidence or sound
techni cal reasoning which indicates that any person skilled in
the art would not have been enabl ed by appell ants’

specification to

construct the clained apparatus and carry out the clained
i nvention according to the guidelines in appellants’
speci fication.
For the above reasons, we do not sustain the rejection
under 35 U.S.C. 8§ 112, first paragraph.

7
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CONCLUSI ON

To summari ze, the decision of the exam ner to reject
clainms 13-15 under 35 U.S.C. § 112, first paragraph on the

ground that the specification is non-enabling is reversed.

REVERSED

EDWARD C. KIM.I N
Adm ni strative Patent Judge

BOARD OF PATENT

TERRY J. OWENS APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

PETER F. KRATZ
Adm ni strative Patent Judge
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